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The Alternative Medicine Program Advi sory Council (AWPACQ) of the
Gfice of Alternative Medicine (QAM convened for its eighth
neeting at 8:30 a.m* on February 10-11, 1997 in the Versailles
Il Roomof the Holiday Inn at 8120 Wsconsin Avenue in Bethesda,
Maryland. Dr. Janmes S. Gordon presided as Chair. The meeting
was open to the public.

*Al'l times are approxi nate.
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| . CALL TO ORDER AND OPENI NG REMARKS
Dr. Ceoffrey P. Cheung, Executive Secretary, AMPAC and Dr.
Wayne B. Jonas, Director, QAM

Dr. Cheung opened the eighth neeting of the AMPAC Drs.
Jonas and Gordon wel comed attendees/6,23. Dr. Cheung
extended a special welconme to Dr. Robert Tenple, a new
nonvoting [ex-officio] Council menber serving as FDA |iai son
to the AMPAC and to Dr. Ronald Chez, on sabbatical to the
QAWM fromthe University of South Florida/5-6. Dr. Cheung
recogni zed the followng NH staff: M. Anna Snouffer,

MO OO, Ms. Judy Murphy, NNAID, Dr. Paul Coates, N DDK; and
Dr. Jerone Cott, N M

CONFI RM THAT NO OTHER MEMBERS NEED TO BE ADDED.

1. REMARKS OF THE ASSCCI ATE DI RECTOR, QDP/ OD
Dr. WIliam Harl an, Associate D rector, ODP/ QD




The OAM has noved in a very inpressive direction under Dr.
Jonas' | eadership during the last 6 nonths since the

conpl etion of structural shifts undertaken as part of the
Nl H wi de restructuring/9.

Drs. Jonas and Cheung have met with approxi mately three-
quarters of the I1CD directors to di scuss QAM goal s,
activities, and CAMrel ated efforts in which I CDs al ready
are engaged part of their grant portfolios/9. I1CD directors
have expressed great interest in working with the QAM 10.

In addition to produci ng shorter-termbenefits such as new
proj ects, these neetings yield tremendous | ong-term

di vidends by fostering cooperative relationships to support
future efforts/11. By collaborating with the | CDs, the QAM
can | everage a small amount of funding in a particul ar
research area against the | CDs' nore substantial financial
and personnel resources/10-11.

A discussion followed Dr. Harlan's remarks. M. Berkely
Bedel | stated that the QAMis nandated to investigate and
validate alternative treatnments, but currently is not
conducting such investigati ons except through the CAM
Research Centers/16. He solicited feedback regarding
concerns that the transfer of the QAMto the CDP nmay
represent a downgrading of the QAM's position within the
NlH that the departure of many of Council's nore outspoken
menbers coul d suggest an attenpt by the NNH to renove
sources of dissension, and that AMPAC perspectives nmay not
be heard at the highest levels of the NH 19-20. Dr. Harlan
stated that all N H advisory conmttees require nmenbers to
rotate off after conpleting a period of service that cannot
be exceeded/ 18. (The topics of practice assessnents,

Counci| nom nations, and mechani sns through which the NNH
listens to the advice of its advisory councils are addressed
in other sections of the mnutes.)

M. Gar Hldenbrand noted the lack of continuity created by
ei ght nenbers rotating off Council simultaneously, and
expressed concern about the tendency of bureaucratic systens
to accul turate new nenbers/20-21. He asked that the m nutes
reflect his agreenment with M. Bedell's comrents and his
belief in the urgent need for rapid action by the QAMto
investigate and validate CAMtreatnents for currently fatal
di seases/22. Dr. Cheung stated that M. Bedell's and M.

H I denbrand's comments woul d be reflected in the m nutes/22.

PRESENTATI ON AND DI SCUSSI ON: DS DI RECTOR S REPORT
Dr. Bernadette Marriott, D rector, ODS

The ODS was established by Congress through the Detary
Suppl enent Heal th and Education Act (DSHEA) of 1994, which



anmended the Federal Food, Drug and Cosnetic Act and set
standards and a broader definition for dietary

suppl enents/ 25-26. The CDS is a trans-N H coordi nating
office located in the GO, and will work closely wth other
@D offices; the CAM the Ofice of Medical Applications of
Research (QVAR), the Ofice of Rare D seases, and the
Wnen's Health Initiative of the Ofice of Research on
VWnen's Health have interests and areas of activity that
overlap with those of the DS/ 28. Drs. Marriott and Jonas
have nmet regularly since Dr. Marriott's arrival at the NH
approxi matel y one year ago/ 25.

Mandat ed tasks of the CDS include pronotion of scientific
study on dietary suppl enments, creation of databases,
coordination of funding for research on dietary suppl ements
at the NH and provision of advice to agencies w thin

HHS/ 27. To identify opportunities for collaboration and to
cofund newinitiatives, the S is neeting with the |ICbs and
wor ki ng with HHS conponents ot her than the N H 30.

The ODS has hel d six strategic planni ng neetings invol ving
83 experts in diverse disciplines and drafted a 5-year
strategic plan that will be finalized after input is

obtai ned from N H conponents and ot her HHS agenci es/ 31-
32,43. The CDS has cosponsored conferences and a maj or

wor kshop with 1CDs, the Anerican Institute of Nutrition, and
the American Society for Ainical Nutrition/32. Topics have
i ncl uded genetic and environnental determ nants of copper
requi renents, nelatonin, and the role of dietary supplenents
for physically active individual s/32.

In 1996, the CDS funded six grants through the Research
Enhancenent Awards Program (REAP): (1) Antibiotic-induced
hearing loss wth the NNNDDS, (2) vanadiumsalts and
carbohydrate netabolismin humans, (3) triptophan and Native
Anerican al coholism (4) brain MR spectroscopi c studies of

t hi am ne deficiency, (5) nechanisns of anti-folate efficacy
inarthritis, and (6) bone density |oss in athletes/35-36.
The ODS al so has established a gift fund through which
partnershi ps can be formed with private industry and
foundations to support N H approved research/ 39.

Wr k has begun on two databases that will be avail able on
the World Wde Wb: Conputer Access to Research on D etary
Suppl enents (CARDS), and International Bibliographic
Information on D etary Suppl enents (IBDS)/36-39.

In 1997, the DS will continue activities related to REAP
and dat abase devel opnent, formally assess the need for a
public information center on dietary suppl enents, explore
the feasibility of maintaining the NHNES dietary suppl enent



products database, and participate in the design of
questions for the expanded dietary suppl ement nodul e of the
next National Health and Nutrition Exam nation Survey
(NHNES)/39-41. The DS also will cosponsor two

i nternational workshops on nutrient supplenments and brain
function, and on advances in botani cal suppl enent

resear ch"/ 65.

A discussion followed Dr. Marriott's presentation. Dr.
Marriott noted that the DS is interested not only in single
bot ani cal s, but also in m xed botani cals, botanicals added
to foods, and alternative dietary suppl enents conbini ng

mul tiple ingredients/46-47. She indicated her wllingness
to meet with Ms. Carola Burroughs to di scuss research needs
involving dietary supplenments and Al DS/ 48. (DS operating
principles are likely to include a focus on nore
conprehensive studies and to reflect a strong interest in
safety and toxicity/51-53. Many opportunities for |arge
studies exist internationally as well as nationally/50. The
S wi Il formpartnershi ps to pursue such efforts because of
their cost and the size of the CDS budget/50. The CDOS will
coll aborate with the I1CDs to identify research topics of
mutual interest/60. Many dietary supplenment grants that are
inter-disciplinary do not fare well in existing study
sections, and the DS will work with the DRGto provide
potential advisors know egeabl e about dietary suppl enents
who can serve on revi ew panel s/ 61

Sister Charlotte suggested that the ODS consi der devel opi ng
consuner-oriented teaching tools or self-instructional
packets that provide guiding principles for evaluating
information on dietary supplenents/54. M. H I denbrand
stated that Congressional reformis needed to ensure that
Federal funds are used for research which industry will not
support because the substances under investigation cannot be
patented/57. In addition, the | arge body of pre-VWrld War
I'l, university-level research on nutrition conducted in

Eur ope shoul d be assessed/ 56.

Dr. Jonas stated that encouraging enpirical research is one
of the QAM's nmajor strategic issues, and is linked with

ot her topics under discussion at the NIH regarding

i ncreasi ng support for clinical research in general.
Because of overlap with CDS efforts, the QAMis de-

enphasi zing activities related to specific dietary

suppl enents, nechani stic i ssues, and certain clinical

i ssues/ 64-65. Significant overlap al so exi sts between the
QAWM and the CDP in certain areas. Wth both Ofices, the
QAMis engaged in the strategic planning necessary to avoid
duplication and maxi mze opportunities for

col | abor ati on/ 64, 67- 68.



PRESENTATI ON_AND DI SCUSSI ON: ~ OAM DI RECTOR' S REPORT
Dr. Wayne B. Jonas, Director, OAM

Dr. Jonas highlighted selected product s, services, and
activities of the QAM functional sections. (The AMPAC
recei ved briefing books containing summary functi onal
section reports.)

EXTRAMURAL AFFAI RS

Coordination with the I1CDs has proven to be extrenely
productive and is being increasingly enphasized. Using a

si x-step process, the QAMworks with the 1CDs to identify
areas of mutual interest and activities nost likely to yield
activities neeting criteria discussed at the | ast AVMPAC
nmeeting for research efforts of practical relevance that can
be acconplished in a reasonable tinme period/80-85. The

i nvol venent of QAM staff in intra-NNH and inter-1CD
commttee activities is essential to support collaboration
bet ween the QAM and | CDs/ 106- 107, BB.

A mdpoint review and update neeting with the Princi pal

| nvestigators of the 10 CAM Research Centers cof unded by the
QOAM and various |1 CDs is schedul ed for March 24-25,

1997/ 112,BB. Follow ng are highlights of selected Center
initiatives.

UG- Davi s (asthma and i mmunol ogy) has funded two grants
examning the effects of orally adm ni stered wheat grass
juice on allergic rhinitis and asthnma, and the role of self-
adm ni stered acupressure versus shamtreatnent on pul nonary
function and quality of |life anong asthmatics. O her
efforts include devel opnent of eight new research proposals,
a technical assistance and education program and a
practitioner survey.

The University of Virginia (pain) has submtted 12 Research
Qoportunity D sposition Summaries (RCDS). Two studies

eval uate the effectiveness of chiropractic for TM and the
di agnosti c accuracy of subtle energy devices/102-103. Qher
efforts will assess the efficacy of post-operative nassage
for laparotony patients and test the effects of binaural
beat stimulation on EEG 102-103.

The Kessler Institute on Rehabilitation/University of

Medi ci ne and Dentistry-New Jersey (neurol ogical disorders
and stroke) has submtted 14 RODS on CAMtreatnents for
stroke, spinal chord injury, and traumatic brain injury
rangi ng from gi nkgo bil oba to neural reorganization

t herapy/ 103. The Kessler Institute will participate in a



consensus conference on traumatic brain injury organi zed by
the NNCHD wi th assistance fromthe QAM 103.

Col unbi a University (wonen's health) is performng
qual itative research on ethnobotani cal therapies for
fibroids, endonetriosis, hot flashes, and nenorrhagi a/ 103.
A national survey on wonen's use of CAMis bei ng devel oped.
G her research topics are Traditional Chinese Medicine
(TGV) for uterine fibroids, mnd/body interventions and
herbal nedicines for hot flashes, and Ti betan nedicine for
netastatic breast cancer/102-103.

The University of Texas (cancer) has identified 11 CAM
therapies as priorities for evaluation including herbals
(e.g., mstletoe), special reginens (e.g., the Gerson
treatnent program, organics/biologics (e.g., shark
cartilage), and chem cal / phar macol ogics (e.qg.,

ant i neopl ast ons)/ 104, BB. ProsPective assessnent appears to
be appropriate for approximately five such treatnents/104.

Harvard Medi cal School (general m edicine) has conducted
literature reviews on CAMtherapies for | ow back pain and

i schem c heart disease/BB. Surveys are underway on the use
of CAMtherapies for ischemc heart disease, cancers, HV,
and post nmenopausal hot flashes. Qher surveys exam ne CAM
use by persons with disabilities and by the Vietnamese
community in Southern Californial/104-105, BB.

Hennepi n County Medi cal Center (addiction) has conpleted an
extensive review of CAMrel ated substance abuse literature
that will published as a book chapter in 1998/102,BB. A
report on the first patient outcones instrunment for CAM has
been submtted for publication/ 102, BB. Two surveys of
physi ci ans and nenbers of the National Acupuncture

Det oxi fi cati on Associ ati on have been conduct ed/ 102, BB.

Consi derabl e techni cal assi stance has been provided, and a
research fellowis being funded/ 102, BB

Bastyr University (HVAIDS) is continuing to prospectively
nmonitor 1,500 H V-positive individuals using CAMtherapies
and being tracked through a practice network established two
years ago/ 105, 206. A prelimnary update report on 500
individuals followed for six nonths was presented at a
nmeeting held at the CDC to introduce QOAM activities and
address research issues/ 105- 206, BB.

The University of Maryland (pain) is devel oping a pil ot

| ongi tudi nal practice outcones nonitoring system and
several specialist surveys have been conducted/ 102/BB. A
trial on chronic | owback pain and m nd-body therapi es has
been conpl et ed/ 102, BB. Basic research i s underway on



epidural nodeling, antiemsis, and functional anal gesic
mechani sns of acupuncture/ 102, BB.

Stanford University (frailty in the elderly) has conpleted a
survey on CAM i nsurance coverage, and is investigating the
effects of nutritional therapy (e.g., soy diet) on estrogen
paraneters and cardi ovascul ar risk factors/105. Qher areas
of focus are m nd-body interventions, exercise and
mani pul ati on therapi es, and conbi nati on therapi es/ BB.

RESEARCH DEVELOPMENT AND | NVESTI GATI ON

The OQAM continues to provide extensive, ongoing technical
assi stance in research nmethods, protocol devel oprment, grant
proposal devel opnent, and practice assessnents/BB. Ten
addiitional practice assessnents have been perforned since
t he Septenber 1996 AMPAC neeting; nmany practices may be
appropriate for prospective eval uation with mechani sns
currently in the planni ng phase/ 90-91, BB

At the Septenber 1996 neeting, Council assigned the highest
priority to RFA and RFP devel opnent for nore definitive
research in clinical areas targeted by Council/68-69.
Therefore, the OAM plans to allocate the additional $4M

al |l ocated by Congress for fiscal year 1997 to four such
projects outlined bel ow 70-72, BB.

As discussed in previous AMPAC neetings, the POVES wil |
provi de a met hodol ogy and an infrastructure for
systematically assessing CAMtreatnents for cancer/ 72, 75.
The PQVES be a col | aborative effort involving the QCAM the
Uni versity of Texas Center for Alternative Mdicine
Research, and an as-yet-to-be-determned contract research
organi zation/ 70, BB. A PQMVES pl anni ng conf erence cosponsored
by the NO has been tentatively scheduled for May 1997 to
obtai n recommendati ons from CAM practitioners, conventiona
oncol ogi sts, and researchers/ 70, 111-112, BB.

In March 1997, the QAM antici pates issuing an RFA for a
congressional ly mandated Chiropracti c Research
Center/396,BB. The RFA will be cosponsored by other |1CDs
including the NI AMS through the U 24 cooperative agreenent
mechani snl 70- 71, 396, 417, BB. The Chiropracti ¢ Research
Center will be the first CAM Research Center that is
nodal i ty- and prof essi on-focused rather than condition-

f ocused/ 416

Wth the NMH and the COS, the QAM i s devel opi ng an RFP for
a contract research organi zation to conduct a multicenter
trial on hypericum(St. John's Wrt) for treatnment of
depression/71-72,BB. Wth the NNAVG, the QAM also is

10



devel opi ng an RFA on acupuncture for osteoarthritic

pain/72,397,BB. The QAMis tenporarily placing on hold the
study of EDTA chelation to treat cardiovascul ar di sease due
to an anticipated |lack of funds in fiscal year 1997/ 397, BB.

| NTERNATI ONAL AND PROFESSI ONAL LI Al SON

QAWM staff including Dr. Jonas, Dr. Carol e Hudgi ngs, and CAPT
Nancy Hazl eton traveled to Gernmany, China, and Singapore for
activities related to devel oprment of coll aborative

rel ati onshi ps, practice assessnents, and dat abase exchange.

In Germany, Dr. Jonas net with a representative of the
Federal Mnistry for Education, Science, Research, and
Technol ogy (BMBF)/87; a BMBF representative will attend the
m dpoi nt review neeting of the OQAM CAM Research Centers in
March 1997. Dr. Jonas conpl eted three hospital - based
practi ce assessnents/116. |In addition, Dr. Carol e Hudgi ngs
attended a conference on outconmes evaluation in CAM86. In
China, Dr. Jonas net with officials of the State

Adm ni stration of Traditional Chinese Mdicine and the WHO
Col | aborating Center in TGOM and with staff of TCM hospital s
and research institutes/BB, 87.

Thanks to the efforts of CAPT Hazl eton, the QAM was
designated a Wrld Health Organi zati on Col | aborating Center
in Traditional Medicine in Cctober 1996/89,BB. The OAM has
begun to assist in enhanci ng communi cati on and coordi nati on
among t he WHO Cent er s/ 89.

I n Singapore, CAPT Hazleton met with Dr. S. T. Lee, Chief of
Plastic Surgery at the S ngapore CGeneral Hospital and
reviewed data fromhis pilot study on MEBO oi ntment (a
traditional Chinese renmedy for burns)/149-150,BB. Dr. Lee
will meet with the OAMin the United States in April/BB.

PUBLI C | NFORVATI ON AND MEDI A RELATI ONS

In Cctober 1996, a five-year contract for the QAM Public

| nformati on d eari nghouse was awarded to a small busi ness
with nore than 30 years' experience in clearinghouse
operation/BB. The contractor has an extensive cl earinghouse
support infrastructure already in place and currently runs
the National Institute of Aging's Al zheiner's

cl eari nghouse/ 96-97. The new QAM Public I nformation

d eari nghouse nunber is 1-888-NH OCCAM Calls are answered
live; information can be provided in English or Spanish, or
through TDY lines for the hearing inpaired/ 96-97, BB.

Approxi mately 1,000 public information and nmedia calls are
recei ved per nonth/BB. A draft cancer infornation packet
currently is under review BB.
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DATABASE AND EVALUATI ON

I n Septenber 1996, a new contract was awarded for database
and eval uati on services/97,BB. The QAM Resear ch Dat abase
and Internal CAM Research Library continue to be expanded
and refined/BB. Wrk has begun on an annot at ed dat abase of
dat abases and on an annot at ed dat abase of CAM j our nal s/ BB.
Contract staff are being interviewed for the evidence-based
CAM journal /BB. Standard Qperating Procedures have been
conpl eted or are being prepared in areas including
systematic revi ews, exchange of citations between the CAM
Research Centers and the QAM dat abase search requests, and
translation/BB. Systematic reviews are underway in

t herapeutic touch, herbs, and direct nmental influence/98.

Wile in Germany, Dr. Hudgi ngs di scussed dat abase exchange
and mechani sns for outconmes research with Gernman research
groups/ BB, 86,97. China nmaintains an online TCM dat abase
using the NLM's MeSH headi ngs that will be extremely useful
to the QAM issues related to translation and the variabl e
quality of the science need to be consi dered/ 87-88.

A neeting with the CDC was held in January 1997 to di scuss
areas of potential collaboration including survey research,
out cones research, and CAMoriented training in

epi dem ol ogi cal research/100. Simlar neetings are planned
wi th other Federal agencies including the AHCPR 99-100.
Questions on CAM have been incorporated i nto many surveys
with which the CDC is involved including National Health
Surveys, the International Health Interview Survey, and the
NHNES/ 99.

RESEARCH TRAI NI NG

VWrk is continuing on the establishnment of the Intranural
Trai ning Support Program ProgramiBB. The QAMw || set aside
sufficient funds for five three-year fellowships per
year/108-109,BB. Al intramural research |abs and clinics
at the NHwi Il be eligible to apply/107-108,BB. The QAM
has begun to fund a clinical felloww th the N AAA 395, 107.

The OAM al so funds research training through contributions
to existing award prograns/ 109, 395, 396.

OTHER ACTI VI TI ES

Devel opnent of a research prioritization process with the
Institute of Medicine (1OV) was placed on hold/110. In
accordance with the sentinents of nany AMPAC nenbers and
after discussions with experts inside and outside the N H,

t he deci sion was nade that nore strategi c planning shoul d be
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acconpl i shed by the OAM before an outsi de body such as the
IOMis involved/ 110. After addressing strategi c planning
issues internally, the OAMw Il solicit reconmendations from
a larger group of advisors including representatives from
the NNH and the AMPAC 110.

Approxi mately 20 devel opnental neeti ngs and conferences are
at various stages of planning or conpletion/10, 397.

Meet i ngs have been held on CAMrei nbursenent, and on pl acebo
effects in CAM and conventi onal nedicine/111. Topics of
forthcom ng events include devel opnent of an internationa
tradi tional nedicine research agenda, African nedicine,

| slam c nedicine, a systematic review of therapeutic touch,
spirituality and prayer methodol ogy, caring, and saw

pal nretto for benign prostatic hypertrophy/114.

FUTURE DI RECTI ONS

Future areas of enphasis will include collaboration with the
| CDs, managenent of the CAM Research Centers, RFA and RFP
devel opnent, the POVES for CAMtreatnents in cancer, and
devel opnental neetings and conferences. An additional |ong-
termgoal is the establishnent of an adverse effects

regi stry or ongoing nonitoring systemlinked to a practice-
based research system and coordi nated with ot her
i%gveillance mechani sns operated by the FDA and the CDC/ 114-

Dr. Jonas concl uded his presentation by expressing specia
appreciation for the contributions of AVMPAC nenbers who wil |
be rotating off Council, and for Dr. Gordon's gui dance and

| eader ship as AMPAC Chair/114.

During the ensuing discussion, Council addressed the
follow ng topics: Collaboration with the NG, nanagenent of
communi cation and conflict during the research process,
practi ce assessnents, investigation of phenonenal

i nprovenents, public information di ssemnation, selection of
experts to validate CAMtreatnents, and fol | owup research
based on R21 results/117-119, 123, 124.

Dr. Moss renmarked that many CAM treat nents have been

m seval uat ed and m shandl ed despite data clearly
denonstrating their effectiveness/221,214. Dr. Jonas
observed that trials nmust incorporate a systemfor managi ng
the social aspects of research/124-125. A report on the
QAM s anal ysis of the social aspects of the antineopl astons
trial is under review, and sonme of the communication experts
involved in that analysis will participate in the POVES

pl anni ng conf erence/ 124- 125, 216.
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M. Bedell stressed the need for nore site visits and
practice assessnents to investigate CAMtreatnents for
cancer/ 148- 150, 153- 154, 201-202. He stated that public
information on treatnents produci ng phenonenal inprovenents
conpared with conventional care should dissemnated if the
i nprovenents are docunmented to the QAM s sati sfaction/ 151-

152, 165. Use of "phenonenal clains" as a possible
prioritization criterion was discussed/ 158, 161, 173, 175, 179.

Dr. Tenple remarked that mracles are infrequent in
conventional drug devel opnent, and that a great deal of
progress can be nade by small increnents/177-178.

Counci| agreed that nore information on CAMtreatnents
shoul d be available to the public sooner, and the
information nust be readily understandabl e and properly
contextual i zed/ 181-182. Communi cating with the public only
when all the data are available on a particul ar treatnent
may be preferable froma strictly scientific viewpoint, but
i ndi vidual s suffering fromdi seases such as pancreatic
cancer cannot wait for the conpletion of |engthy studies;

t hey nust have access to prelimnary informati on so that

t hey can choose whether to investigate new treatnents on
their own/ 194, 181-182.

Drs. Jonas and Mbss cautioned that the rel ease of
prelimnary findings nust be considered with great care to
prevent harnful conplications caused by factors such as
treatnent inaccessibility, marketing schenes, copycat
treatnents, and scans/194-197. Dr. Noreen Cavan Frisch
suggested that a progress report be produced describing the
QAM s past acconplishrments and current initiatives/180.

Counci| agreed on the need for objective, neutral experts to
validate CAMtreatnments for cancer; selection should be nmade
especially quickly in areas with a clear natural history
such as brain cancer and pancreatic cancer/ 204, 205, 192. Dr.
Ei senberg recomrended recruitnent from sources outside the
NlH the CAM Research Centers mght be able to identify
appropriate experts/192. M. Burroughs suggested that

coordi nation be increased between the R21s and Center
resear ch/ 180- 181

PRESENTATI O\ USE OF HYPERI CUM | N THE TREATMENT OF

DEPRESSI ON
Dr. Jerone Cott, Program O ficer, N M

In collaboration with the QAM the NMH wi || conduct a
multicenter trial to obtain definitive answers regarding the
use of hypericum (St. John's Wrt) for treatnent of

depr essi on/ 248-250. The authors of a neta-anal ysis
published in the British Medical Journal in 1996 concl ude
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VI .

that hypericumis an effective nedication for mld and
noder at e depression, and recomrend additi onal studies/238.
Hypericumis approved for the treatnment of depression in
Germany, where it outsells all other antidepressants

conbi ned/ 231. Conpared with standard anti depressants, the
side-effects of hypericumare very m nor/239.

Hyperi cum has been studied only for mld to noderate
depression. There are no |ong-term studi es, dose-finding
studies, or studies with special populations such as the
elderly or liver-inpaired individuals. Interactions have
not been specifically tested. No conparison trials have
been conducted with an adequate dose of a conparison drug,
and no studi es have been perfornmed i n Europe conparing an
active drug with a placebo in the same trial/239-241.

A standardi zed Hypericum preparation nay be ¢ onpared to a
full therapeutic dose of an antidepressant popular in the
United States, or both an active drug and a pl acebo may be

i ncl uded/ 241-243. Sanple size will depend on the research
questions/251. The study will be executed in the formof a
contract/248-250. Dr. Cott stated that Dr. Tenple's input
on the study design woul d be greatly appreciated/ 257. A

di scussion followed Dr. Cott's presentation. Dr. E senberg
suggested that the AMPAC consider reorienting Council
priorities to incorporate the nental health areal 246-247.

DI SCUSSI ON:~ OAM PRI ORI TI ES AND STRATEGQ C | SSUES

PRQJECTED OAM BUDGET ALLOCATI ONS

AMPAC menbers reviewed the fiscal year 1997 projected budget
al | ocati ons/ 408, 421-4227.

RESEARCH DEVELOPMENT AND | NVESTI GATI ON

M. H I denbrand suggested that "issues of cross-cutting

i nportance,” such as di agnostics and subtle energy, should
be accorded hi ghest priority/425,427. Dr. Beverly Rubik
suggest ed that Congress be approached regarding the
possibility of adding a significant prevention conponent to
the QAM s nandate/ 412. Dr. Jonas noted that research on
prevention (salutagenesis) is very costly and nore difficult
than research on recovery (self-healing processes); a center
on recovery or healing would be nore appropriate than a
center on wel |l ness/ 418-4109.

Dr. CGordon recommended that consideration be given to
funding research in self-care and in areas that particularly
affect individuals underserved by virtue of race, econom cs,
and age/ 450. M. Burroughs stated that a study of flower
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essences, which are sinple and i nexpensive, could have an
extrenely powerful inpact on nmental health/441.

Dr. David E senberg suggested that a rapid depl oynment team
be created of oncol ogy experts outside the NNH community who
woul d i nvestigate CAMtreat ments whi ch produce extraordi nary
results in patients with particularly serious
cancers/427,249,433. Dr. Jonas noted that Counci

identified the need to involve experts at an earlier tine

in evaluating CAM practices to generate findings for public
dissemnation; the EGS System (Extrene CQure Investigation
Services) would function |like a swat teamthat quickly noves
into the field to investigate and report on dramatic

ef f ect s/ 452- 453.

Dr. E senberg recomrended that a gift account be created to
whi ch the OAM and nmanuf acturers of CAM products coul d
contribute; the funds woul d be used to study the efficacy
and safety of best-selling products that generate |arge
profits for the manufacturers/429-431. Dr. Mss noted that
the CAM Research Centers generally have the latitude to
cooperate with manufacturers in such efforts/449. Dr.
Cheung stated that the QAM has a gift fund to which
donations can be nmade if there is no conflict of
interest/444-445. M. EHlen Silverstone and Dr. Barrie
Cassi |l et h suggested that AMPAC nenbers approach

organi zati ons such as pharnaceutical conpanies, herbal
remedy conpani es, and foundations to explore their interest
i n supporting objective, independent research/445-449.

Dr. Eisenberg stated that clinical training pr ograns shoul d
be created in nedical schools and CAM provi der schools for
conventional and CAM practitioners who want to becone
bilingual in the dual cultures of CAM and conventiona

nmedi ci ne so that they can know edgeably comuni cate with
gggients regarding treatnent options in both nedicines/431-

PUBLI C | NFORVATI ON

Topi cs included the need for the OAM Hone Page and for the
QAMto provide an information source on the Internet that is
perceived to be reliable by all parties/436-438.

PROFESSI ONAL LI Al SON AND TRAI NI NG

Sister Charlotte invited nenbers of the legal community to
consi der thensel ves as wielders of treatnments that support

heal i ng; | egal issues are a source of stress for patients
and practitioners/442.
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VII.

Ms. Marks stated that Council nenbers should attend
conferences in their own regions where CAMi s di scussed,;
work with hospitals, many of which are establishing CAM
departnents; and neet w th nedical students/371-372.

CENTER OR | NSTI TUTE STATUS

Counci | discussed potential advanta ges and di sadvant ages for

the QAM of remaining a trans-N H coordi nating office versus
achieving Center or Institute status/405-408,443. Dr. Jonas
stated that neither the QAM nor the AMPAC can deci de which
situation would be preferable; the wider comunity of the
public, the NH and Congress nust be engaged in a dial og
regarding the QAM s enphases and i nt er est s/ 455- 456, 459. The
QAM s best posture is to invite open comruni cati on about
creative ways of resolving the issue/456. Advantages of
Center or Institute status include nore autonony and perhaps
nor e resour ces/ 454-455. D sadvant ages i ncl ude nore
admnistrative activities, increased alienation fromthe
community, and sone loss of credibility as a valid

i nformati on source/ 454- 455, 459.

DI SCUSSI ON:~ COUNCI L _NOM NATI ONS

The QAM submtted eight nomnations to the Secretary, HHS,
in md-Decenber 1996/ 332-333. Drs. Harlan and Cheung
indicated that the terns of nenbers scheduled to rotate off
Council will be extended if sone new nenbers are not
approved by the Secretary or if the Secretary's decisions
are not received by the June 1997 neeting/333. Terns cannot
be extended for one year at this tine because the nmaxi num
nunber of Council nenbers allowed by the Charter woul d be
exceeded if new nmenbers are approved before the June 1997
nmeet i ng/ 336-337. The OAM has no control over how quickly
nom nati on deci sions are communi cated fromthe
Secretary/ 337.

Dr. Mbss noted that the AMPACis charged with representing
the public's interests to the Admnistration, but no
particul ar nmethod exists for Council to provide input into
menber selection; if a clash occurs between the

Adm ni stration and Council| nenbers, the nom nation and
rotation systemenables the Admnistration, over tinme, to
repl ace di ssenting nenbers with nore nall eabl e

i ndi vidual s/334-335. Dr. Harlan stated that the sane

nom nati on procedures are used for all NH councils and

i ncl ude careful consideration of factors such as rotation
of f Council; nonconcurrent service on nore than one council;
and geographic, ethnic, and gender representation/336. The
QAWM naintains a file of approximately 170 potential GCounci
nmenbers/337. Al menbers of the AMPAC and the public are
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wel come to submt nom nations by providing a cover letter
and a detailed resune to Dr. Cheung/ 337-338.

The OQAM and Counci| expressed their appreciation for Dr.
Gordon's i mense contributions to Council, to the QAM and
to the CAMfield/346. In line with the AMPAC Charter and
the NNH w de practice of appointing I1CD directors as Counci |
Chairs, Drs. Harlan and Cheung indicated that Dr. Jonas
woul d succeed Dr. Gordon as QAM Chair/349. Dr. Cheung al so
observed that Council's advice is taken seriously, and
mechani sns are in place up and down the chain of comand

t hrough whi ch the advice of advisory councils is heard/ 349-
350. The chain of command retains the option of not taking
all advice/350. Council stressed the uniqueness of the
AMPAC and the QAM and enphasi zed the need for a Chair

i ndependent of the CD who is able to serve as a neutral
facilitator.

Based on a recommendati on provided by Dr. Cassileth and

amended by Council, Dr. CGordon noved that "a nenber of the
Counci| be appointed [as] the next Chair ."/364 The notion
passed wi th one opposed and no absenti ons/ 365. [ The nunber

in favor was not repeated for the record.]

VI'11. CONSI DERATI ON OF M NUTES

Drs. Cheung and Gordon signed off on the mnutes of the
February 1997 AMPAC neeting. Dr. Cheung requested that
AMPAC nmenbers submt any requests for nodifications to him
inwiting for inclusion in the mnutes of the next Council
neeting as an anendnent to the record.)

kkhkkhkhkhkhhkhkkhkkkhkhkhkikhhkk*kx

X ADJ QURNMENT

The eighth neeting of the AMPAC was adjourned at 1:00 p.m*
on February 11, 1997.

Xl .  APPENDI CES
A AMPAC Meeti ng Agenda
B. AMPAC Rost er

NOTE: (Qpen-session naterials are available fromthe
Executive Secretary or the Commttee Managenment Cfficer.

XI'1. CERTIFI CATI ONS
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VW hereby certify that the foregoing mnutes and suppl enents
are accurate and conplete to the best of our know edge.

Janes S. Gordon, MD. Dat e
Chair

Alternati ve Medi ci ne Program
Advi sory Counci |

and

dinical Professor
Departnments of Psychiatry and
Fam |y Medi ci ne

Georgetown University

and

D rector

Center for M nd-Body Medi cine

Geoffrey P. Cheung, Ph.D Dat e
Executive Secretary

Alternati ve Medi ci ne Program

Advi sory Counci |

GO fice of Alternative Mdicine

National Institutes of Health

Corrections or notations to these mnutes wll be
incorporated into the mnutes of the next AMPAC neeti ng.
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APPENDI X A

AGENDA
El GHTH MEETI NG
OF THE
ALTERNATI VE MEDI Cl NE PROGRAM ADVI SORY COUNCI L
Versailles I, Holiday Inn, Bethesda, Maryl and
February 10-11, 1997

[Insert frombriefing book. ]
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APPENDI X A
AGENDA ( CONTI NUED)

[Insert from briefing book. ]
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APPENDI X B
ROSTER
ALTERNATI VE MEDI Cl NE PROGRAM ADVI SORY COUNCI L
Sept enber 1996

[Insert frombriefing book. ]
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APPENDI X B
ROSTER ( CONTI NUED)

[Insert frombriefing book. ]
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